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Executive Summary 
Medicines Australia welcomes the opportunity to provide a submission for consideration by 
Government in its development of the 2015-16 Federal Budget. 

Medicines Australia represents the research-based pharmaceutical industry in Australia, which 
brings new medicines, vaccines and health services to the Australian market. Medicines Australia’s 
members are responsible for the discovery, research, development and commercialisation of up to 
86% of medicines currently available on the Pharmaceutical Benefits Scheme (PBS) by value. Last 
year, our industry generated over $3.56 billion in exports, and invested over $1 billion in research 
and development (R&D).  

Medicines Australia firstly recognises and thanks the Australian Government, and the former 
Health Minister, the Hon Peter Dutton MP, for the process and policy improvements already 
implemented since the 2013 election. The medicines industry is aware that the Government 
continues to face severe fiscal challenges in framing the 2015-16 Budget and Medicines Australia 
provides the following recommendations in that context: 

Recommendation 1: Government affirms a commitment to maintaining the 
sustainability of the PBS whilst recognising the importance of predictability for the 
industry.  

Recommendation 2: No introduction of new, unilateral PBS savings measures in the 
2015-16 Budget 

Recommendation 3:  Implement support for medicines research, clinical trial reform, 
intellectual property harmonisation and manufacturing to stimulate competitiveness 
in Australian pharmaceutical innovation. 

1. The Government and medicines industry, through the reinvigorated Access to Medicines 
Working Group, have commenced important steps to improve listing processes. This platform 
for continuous improvement should continue alongside reaffirming the commitment to policy 
measures already built into the listing process through the former Memorandum of 
Understanding. These include a six month Cabinet limit for consideration of new medicines 
listings; parallel TGA/PBAC processes; early managed-entry options; and a continued 
moratorium on redundant therapeutic-groups policy.  

By delivering a stable and predictable PBS policy environment, the Government will help to 
maintain universal access to medicines, and encourage manufacturers to undertake long-term 
medicine research and development in Australia to further enhance prevention, treatment and 
cure of illness and disease.  

2. Significant structural reforms since 2007, developed in consultation with Medicines Australia, 
have delivered a sustainable model for funding pharmaceuticals through the PBS, with 
mechanisms to generate massive ongoing PBS savings. As a consequence of these reforms, the 
2013-14 Final Budget Outcome released in September 2014 confirmed that PBS expenditure had 
remained static in real terms for the past five years. 

These PBS reforms, while developed in consultation with industry, are having a major ongoing 
impact on business confidence, resulting in company restructures, factory closures and job 
losses. This is also starting to negatively affect the listing of new medicines.  

3. Medicines industry investment in manufacturing and research benefits both Australia’s health 
and economy.  Medicines Australia has commended the Government’s creation of a Medical 
Research Future Fund in the 2014 Budget, and proposes that Government can work closely with 
industry to ensure the Fund will facilitate the development and production of important 
advances in medical technologies and to realise the broader economic value of medicines.   
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The Government must recommit to reform Australia’s clinical trial framework and harmonise 
intellectual property and data exclusivity regimes to encourage investment in new technologies, 
support employment creation and grow export capacity. 

 
  

Page 4 of 12 
 



Introduction 
Australians value the Pharmaceutical Benefits Scheme (PBS). Introduced in 1948, the PBS has been 
the cornerstone of Australia’s modern health system.  Australians receive universal access to the 
latest prescription medicines used to fight complex and debilitating ailments and improve quality of 
life and productivity.  These include serious conditions that are rising in incidence in Australia such as 
diabetes, depression, dementia and cancer. 

Medicines Australia recognises the work undertaken by this Government, for the process and policy 
improvements already implemented since it came to office. This Government has demonstrated its 
commitment to work constructively with the sector to benefit the Australian public by raising the 
Cabinet consideration threshold for new medicines to $20 million a year, re-invigorating the Access 
to Medicines Working Group as a forum to efficiently resolve industry concerns, and addressing the 
backlog of over 180 PBS listing items. 

Recommendation 1: Government affirms a commitment to maintaining the sustainability 
of the PBS whilst recognising the importance of predictability for the industry.   

The Australian pharmaceutical industry requires predictability and stability in policy settings, and 
timely and fair reimbursement for the medicines it brings to patients, to enable ongoing investment 
in Australia’s health sector and the wider economy. Maintaining the integrity of the principles and 
architecture underpinning the PBS, and achieving a predictable and transparent policy environment, 
is paramount for our members, patients and clinicians.   

Formal continuation of parallel TGA/PBAC processes, early managed-entry options, and a continued 
moratorium on redundant therapeutic-groups policy are all aspects of the 2010 MOU that have 
helped in the timely listing of new drugs. However, to ensure the system keeps pace with the needs 
of the government, in particular the health portfolio, a holistic and timely review of the PBS is 
required to ensure it continues to deliver timely and equitable access of medicines to Australian 
patients.  

Continue current avenues to improve medicine processes 

The medicines industry supports the Government’s commitment to reducing red-tape. Medicines 
Australia contends that there are unrecognised opportunities to streamline efficiencies within the 
PBS that would enable new medicines to reach patients faster, without compromising quality 
standards. These opportunities will reinforce the sustainability of the PBS and allow scarce resources 
to be appropriately allocated to the management of this complex policy setting and improve 
decision making.  

Two current avenues to develop and implement system improvements are: 

1. The Review of Medicines and Medical Devices Regulation. Medicines Australia’s response to 
the Review panel presents a comprehensive industry view on the key recommendations to 
ensure a ‘fit-for-purpose’ operating environment for medicine and device regulation in 
Australia which is commensurate with risk; adaptive to changes in technology; and facilitates 
access to medicines for patients.  

The Government should consult with Medicines Australia and the medicines industry prior to any 
significant structural changes to the current TGA registration process, to ensure they meet 
consumer, government, and industry needs.  

2. Minister Dutton’s reinvigoration of the Access to Medicines Working Group (AMWG) is showing 
promise as a forum to discuss potential unintended consequences of PBS Reforms, streamline 
and find efficiencies in the process, and better serve the needs of the community, patients and 
the Government. A continued, mutual and timely commitment to the AMWG process, will 
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ensure matters are resolved more quickly and to the benefit of patients, Government and 
industry. 

Improving access through the PBS 

It is critical to periodically review the system, and processes within it, to ensure it is capable of 
adapting to technical and methodological advancements in the development and evaluation of 
medicines.  

There is significant current concern with the Pharmaceutical Benefits Advisory Committee (PBAC) 
assessment process for applications for new PBS listings. Despite significant advances and notable 
breakthroughs in medicine effectiveness, innovation and technology, positive recommendations to 
list new medicines plummeted over recent years; from over 80% to less than 50% in the three years 
to 2012.  

An improvement in the number of “positive” recommendations in 2013 and 2014 was complicated 
by unrealistic and untenable conditions attached to each listing advice. These conditions, primarily 
related to unworkable price expectations or placing unnecessarily strict limitations on the patient 
population, create significant additional barriers to effective negotiations and, ultimately hamper 
and further delay listing of new products on the PBS. Patients are thus denied timely access to new 
cost-effective treatments. This trend over the last four years has seen serious erosion in the value 
placed on innovation, and has further eroded business confidence making it more difficult for 
Australia to attract new investment.  

This should be addressed through a dedicated review of the current PBS and PBAC structure.  

Ongoing Commitments  

Medicines Australia acknowledges the current Government’s commitment to ensuring timely access 
to medicines though the increase to the threshold for Cabinet consideration of new medicines to 
$20 million. This demonstrates an understanding of the importance of timely listing of demonstrated 
cost effective medicines for Australian patients. It is critical that the system improvements, 
introduced over the last several years are also maintained to facilitate timely decision making, 
eliminate unnecessary delays and enable appropriate transparency. 

1. Six month Cabinet listings 

Maintaining the process improvements introduced in the 2010 MOU and committing to ongoing 
process improvements will assist the system to be fit-for-purpose. For example, honouring the 
six-month time period for Government consideration of drugs recommended for PBS listing will 
help reassure manufacturers that there is a transparent, efficient process in place to assess and 
reimburse innovative medicines for Australian patients. 

2. Reaffirm commitment to not create more Therapeutic Groups (TGs) 

TGs are groups created from already-listed PBS medicines, which are linked together for pricing 
reasons regardless of whether the medicines are included in the F1 or F2 formularies. Creating 
TGs undermines the architecture of the PBS, namely the separation of the two formularies and 
therefore undermines the 2007 reforms.  

Ad hoc creation of TGs threatens PBS policy certainty by retrospectively compelling price cuts on 
products even though they remain in the F1 formulary, and are single brand products, not 
subject to generic competition.  TGs may also lead to higher prices for patients where “patient 
premiums” are rightly granted to cover the difference between the old and new prices.  

Medicines Australia calls on the Federal Government to provide a firm commitment to the 
pharmaceutical industry that no further TGs will be created. This commitment can be provided 
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through a written statement or, preferably, through the removal of the legislative provisions 
that provide the Minister with the power to form TGs. 

3. Reaffirm commitment to monitoring trends in and drivers of PBS expenditure in partnership with 
Medicines Australia  

Medicines Australia is committed to working with the Government to maintain the sustainability 
of the PBS on the back of the considerable success over the last decade. Recording and assessing 
this data will continue to enable appropriate scrutiny of government expenditure on the PBS. 
 

Recommendation 2: No introduction of new, unilateral PBS savings measures in the    
2015-16 Budget 

The Australian pharmaceutical industry has worked productively with successive Governments over 
the last decade to build a sustainable national insurance scheme through the PBS, against rising 
costs in other parts of the Australian health system.  Medicines Australia supports reiterative, 
periodic examination of the system to deliver the best services to those who need them and to 
ensure the most efficient use of limited resources.  

The success of this joint approach was reflected in the 2013-14 Final Budget Outcome, which 
showed for the fifth consecutive time, a downward revision of pharmaceutical benefits and services 
expenditure.  In 2011, PBS expenditure was forecast to reach over $12 Billion by 2013-14. However, 
the actual cost of the PBS for the 2013-14 year was $1.7 billion less, at $10.3 billion. 

The long-term fiscal success of these reforms, particularly Expanded and Accelerated Price 
Disclosure (EAPD)1 and the recently accelerated Simplified Price Disclosure (SPD), are reflected in 
percentage price drops of up to 97%, and over 80% for 22 PBS listings so far (see Figure 1).  

Figure 1 Impact of April 2015 SPD Price Reductions 

 
Source: “Price Reduction Outcomes from EAPD and SPD Cycles”, www.pbs.gov.au/info/industry/pricing/eapd and 
www.pbs.gov.au/info/industry/pricing/price-disclosure-spd 

1 Implemented as part of a comprehensive agreement between Government and industry in 2010 through a 
Memorandum of Understanding 
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These figures confirm that the PBS has not grown in real terms for five years, and add to a growing 
body of evidence showing the PBS remains sustainable over the medium term: 

• In August 2014, the Parliamentary Budget Office forecast that growth in PBS spending is 
projected to slow from its historical real growth of 2.4 per cent annually to 0.3 per cent 
annually out to 2024-25, and will account for a negligible share of the growth in total 
spending over the medium term.2  

• In September and December 2014, the Australian Institute of Health and Welfare reported 
that total Australian Government health expenditure fell in 2012–13, with the PBS acting as 
one of the main drivers of the decrease in the Australian Government’s own program 
expenditure.3   

• At the October Senate Estimates hearings, the Department of Health confirmed that 
pharmaceutical benefits-only expenditure (excluding related services) in 2013-14 totalled 
$9.15 billion, a rise of only $152 million over the previous year – an increase well below the 
rate of inflation, and coming on the back on a 3.5% decline in expenditure in 2012-13. 

It is against this backdrop of managed expenditure that Medicines Australia asserts that new pricing 
reforms or other unilateral savings measures are unnecessary in the PBS while price disclosure 
continues to exert such a strong influence on the sector. The industry remains in the midst of the 
flow-on effects of this reform. PBS expenditure has been revised downward in every Budget since 
2011 and forecast growth is flat according to Industry and Government’s own projections 
(see Figure 2). 

Figure 2: Cost of PBS for 2013-14 has been repeatedly revised down 

  

Source: Final Budget Outcomes 2013/14, 2012/13, 2011/12  

The implications of adding any unilateral savings measures on top of existing measures would 
compound the effects of the reforms. The extant reform programme has led inevitably to 
restructuring and job losses within the industry, which has been attributed by member companies to 

2 Parliamentary Budget Office, Projections of Government spending over the medium term, August 2014, page 34. Available at: 
http://www.aph.gov.au/About_Parliament/Parliamentary_Departments/Parliamentary_Budget_Office/reports  
3 Australian Institute of Health and Welfare, “Health Expenditure Australia 2012-13”, Released 23 September 2014, p.44; and AIHW, 
“Health expenditure Australia 2012–13: analysis by sector”, released 19 December 2014. Available at: http://aihw.gov.au/publication-
detail/?id=60129548871 and http://www.aihw.gov.au/publication-detail/?id=60129550083 
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changes in the sector. Since 2009, around 5,000 jobs have been lost across various subsectors within 
the pharmaceuticals industry in Australia.4  

The current sustainability of the PBS has been achieved through consultation and negotiation 
between industry and government. PBS policy over the last few decades has shown the merits of a 
collaborative negotiated method of policy making versus an ad hoc, unpredictable approach. Where 
policy changes have been negotiated through a collaborative method, industry has been able to 
prepare for and effectively manage disruptions to consumers and sector workers.  

Other changes made without prior consultation have created widespread industry disruption, an 
uncertain business environment, diminished investment, and have resulted in patients missing out 
on new medicines or paying more. Consequently, governments face complex policy hurdles and 
rising community concerns from such unintended consequences. 

Conversely, retaining and strengthening the current PBS architecture will ensure manufacturers 
regain confidence to invest and do business in the Australian pharmaceutical market. Price certainty 
for single brand, patent-protected products (the F1 formulary) and continued market driven savings 
for patent expired products in the multi-brand F2 formulary remains the cornerstone of this 
confidence. 

Medicines Australia strongly believes that the Government engage in a constructive partnership with 
industry, and use formal and informal avenues of consultation and dialogue (such as the AMWG) to 
ensure the system will meet the needs of consumers, the community, Government and industry into 
the future. Medicines Australia reiterates the call for Government to reject the unworkable 
proposals within the National Commission of Audit (NCOA) report that would undermine business 
confidence and threaten access to medicines.  

 

Recommendation 3: Implement support for medicines research, clinical trial reform, 
intellectual property harmonisation and manufacturing to stimulate competitiveness in 
Australian pharmaceutical innovation. 

The pharmaceutical industry is a critical component of Australia’s innovative industries.5 By investing 
in research and development partnerships, clinical development and high-tech manufacturing, the 
industry has not only facilitated and enabled the development and commercialisation of important 
Australian discoveries, such as the human papillomavirus vaccine for cervical cancer, but also 
brought high quality medicines and vaccines to consumers around the world.  

Today, patients in more than 30 countries rely on pharmaceutical products manufactured in 
Australia to maintain and improve their health. Over the next decade, much of the growth in the 
market for pharmaceutical products will come from Asia. Australia is uniquely placed to meet this 
demand. Our location, highly-skilled labour force, distribution infrastructure, and track record of 
manufacturing safe, high-quality medicines and vaccines, all make Australia a highly desirable export 
partner. 

Despite these past successes and future opportunities, the Australian pharmaceutical industry faces 
significant challenges. There are clear signs that Australia is losing its competitive edge in the global 
marketplace.  

 

 

4 Department of Industry, Canberra, 2014, Australian Industry Report 
5 Medicines Australia, submission to the Senate Economics References Committee Inquiry into the Australian Innovation 
System, July 2014: http://www.aph.gov.au/Parliamentary_Business/Committees/Senate/Economics/Innovation_System  

Page 9 of 12 
 

                                                           

http://www.aph.gov.au/Parliamentary_Business/Committees/Senate/Economics/Innovation_System


 

• Declining exports. Medicines remain the leading export industry of manufactured goods, but 
fell by 13.5 per cent to $3.4 billion in 2013-14.6  

• Declining R&D from clinical trials. It is estimated that more than $650 million is invested in 
clinical trials each year. However, the level of clinical trial activity in Australia declined by 
over 30% between 2007 and 2010, and, despite increases in activity in 2011 and 2012, 
Australia’s share of global investment in clinical trials continues to fall.7 

Harmonising Australia’s Intellectual Property system with the world 

One key way to arrest this decline is by strengthening Australia’s intellectual property and data 
exclusivity system. The process of bringing new medicines to the market involves a high degree of 
risk. Only a small portion of promising research yields safe and effective products, of which only a 
fraction are profitable enough to generate the necessary investment returns. The time taken to 
develop new technologies in the pharmaceutical industry is necessarily longer than other areas of 
technology.  

Data exclusivity protects proprietary [medicine] safety and efficacy data against unauthorised use by 
third parties for a fixed period of time. The current term of data exclusivity in Australia is 5 years, 
which is one of the lowest among OECD (and other developed) countries. This not only puts Australia 
at a significant competitive disadvantage, but also undermines Australia's image as a country that 
values innovation.  In terms of data exclusivity, Australia’s intellectual property regime has fallen 
well behind the EU, the US, Japan, Canada and Russia with respect to protection of regulatory 
information submitted to the TGA for product registration.  Uncompetitive data exclusivity 
provisions do not offer sufficient incentive to bring pharmaceutical innovation to Australia.  

By strengthening Australia’s IP system and data exclusivity timeframes to more closely align with our 
international competitors (from the current five years to between eight and 12 years in most other 
OECD countries); Australia will attract the investment to keep pace with our competitors. 

Australia as a Destination for Clinical Trials Investment 

Australia's competitiveness as a key destination for global clinical trial investment is under severe 
threat. This is mainly due to increasingly uncompetitive local study start-up times, slow and 
unreliable patient recruitment in clinical trials and uncompetitive costs compared to countries with 
similar demographics and medical and scientific infrastructures. Stakeholders from across the health 
sector agree that without urgent reforms, global investment in clinical trials in Australia will decline; 
new trials have already fallen from a high of 865 in 2007, to 681 in 2013 – a fall of over 20% when 
clinical trials are growing globally (see Figure 3). 

 

 

 

 

 

 

6 Australian Bureau of Statistics, International Trade in Goods and Services, June 2014: 
http://abs.gov.au/AUSSTATS/abs@.nsf/allprimarymainfeatures/7ACC2D3F5FFB2894CA257CCF001BAB9C?opendocume
nt     
7 Therapeutic Goods Administration Half-Yearly Performance reports, Clinical Trials (Medicines). Source: 
http://tga.gov.au/pdf/tga-performance-report-1213.pdf   
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Figure 3: New clinical trials by year 

 
Medicines Australia considers that allocating appropriate funding, either as a separate Budget item 
or from within existing Health and Industry portfolios, to implement all 11 of the Clinical Trials Action 
Group’s recommendations in 2015 will help to urgently address this decline. 

Australian pharmaceutical manufacturing 

Australian pharmaceutical manufacturing has failed to grow in line with the export values and 
growth rates of comparable jurisdictions over recent years8. This is primarily due to the lack of 
incentives for growth in Australia compared to other countries competing for investment.  

Our industry operates in a highly competitive environment both locally and internationally, with 
countries around the world competing for the industry's attention and investment dollars. Countries 
such as Singapore9 and Ireland have taken bold steps to attract pharmaceutical investment to their 
countries, especially in manufacturing. As a result, both countries are now seen as prime locations 
for major manufacturing investment.  

Without similarly attractive incentives, Australia will continue to struggle to attract the attention of 
key decision makers in the global pharmaceutical industry, especially during the next wave of 
infrastructure investment.  

Therefore, it is recommended that the Government continue implementation of the Industry 
Innovation and Competiveness Agenda with consideration of options to stimulate business 
investment, for example through: 

• A tax incentive programme, building on the R&D Tax Incentive in its pre 2014-15 Budget 
form, to incentivise industry investment. This could include a period of corporate tax 
exemption or lower corporate tax rate in return for certain thresholds of manufacturing 
investment, similar to schemes that exist in Singapore and Ireland.  

• Restoring the R&D Tax Incentive scheme to its pre 2014-15 Budget form. Since its 
introduction in 2011, the scheme has provided Australian companies (both local and foreign-
owned) with access to tax incentives. However the changes announced in the 2014-15 
Budget undermine the policy objectives of the scheme.  

• A competitive corporate tax regime. This is critical to all Australian industries, including the 
pharmaceutical industry. It is both an important and an appropriate macroeconomic tool 
that helps boost Australia’s attractiveness as an investment destination. Australia’s 
corporate tax rate must be brought in line with our Asian competitors.  

8 IFPMA, The Pharmaceutical Industry and Global Health Facts 2012 page 49, www.IFPMA.org 
9 Singapore Economic Development Board, Incentives for Business webpage  
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Establish a Government/ Medicines Australia Industry Working Group 

Medicines Australia recently called on the Government to establish a new working group; bringing 
together senior representatives from the Department of Industry and Medicines Australia. The aim 
of this group would be to develop and implement policies, such as those described above, that will 
boost investment from the innovative pharmaceutical sector in Australia and help to further grow 
the Australian economy.  

The proposed working group could operate in a manner similar to the existing Access to Medicines 
Working Group, which was formed in 2006 by the Department of Health and Medicines Australia to 
help them work together more effectively and to consider issues regarding timely and appropriate 
access to new medicines. 

Conclusion 

Medicines Australia remains committed to working with Government to ensure the sustainability of 
the PBS and this country’s medicines industry over the long term. Incorporating and reflecting 
Medicines Australia’s recommendations in the 2015-16 Budget will benefit: 

• Consumers, through providing early access to world-leading treatments 

• Government and taxpayers, by utilising ongoing savings reforms and recognising the broader 
value of medicines 

• The wider community, by strengthening employment within a high-quality manufacturing 
sector, as well as allowing consumers to more directly contribute to the economy and their 
local community 

These recommendations, if implemented, will serve as a vital investment in our health system and 
economy. Over coming weeks Medicines Australia will seek to meet with appropriate officers within 
the Departments of Prime Minister and Cabinet, Treasury and Finance to discuss these points with 
you further, and answer any questions you may have.  
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